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AAIABAOGMHTO

NMPOZ: 251INA/AQY/NPOM- 251 TENIKO NOXOKOMEIO AEPOITOPIAZ

Emrpot Alevépyeiag Aiay. AIEYOYNZH OIKONOMIKQN YTTHPEZIQN
TMHMA NMPOMHOEIQN
KOIN.: 251NA/ATE/AvocoAoyiko TnAe. 210 7464102-4105
EpyaoTrpio @.831/AA. 2488/21250

2.4513

ABnva, 03 Noe 17

OEMA: KabBopioudc Huepounviac Alevépyeiac 2uvotrTikoU AlaywviouoU utr_apifu. 64/17
via_1nv_[pounBeia Avtidpaotnpiwv e 2uvodd EfomAioud via tnv_Alsvépyeia
E¢etdoswyv via Tnv KaAuwn Avavkwy Tou AvoogoAovikou Epyaotnpiou 251TNA

IXET.: a. ®.831/AA.1972/17093/%.3682/15-9-17/251 TNA/AQY/TM MNMPOM (AAA Q3PZ6-%18)
B. H a6 02-10-17 'Evotaon Tng etaipeiag “SIEMENS HEALTHCARE A.B.E.E.”
y. ®.831/AA.2185/18878/%.4023/6-10-17/251T'NA/AQY/TM MNMPOM (AAA 6=M06-8%Y)
6. To amd 10-10-17 MpakTikd EmTpoTm ¢ EvoTtdoewy A.64/17
€. ®.831/AA.2247/19283/%.4118/11-10-17/251T'NA/AOY/TM NMPOM(AAA QIM1Z6-EGY)
or.To amdé 18 OktwPpiou 17 Ymouvnua Tng etaipeiag “SIEMENS HEALTHCARE

AB.E.E”

C¢. YZ 19-10-17/251 TNA/ATE/EPI" ANOZOAOTIIAY

1. ’Exovrag utréyn:

a. Tig diatageig Tou NA.721/70 (PEK A 251/23-11-70) Trepi «OIKOVOUIKAG
Mepipvng kai AoyioTikoU Twv EVOTTAwWY AuvApewv», OTTWG I0XUEL.

B. Tig diatageis Tou N.2690/99 (PEK A 45/09-03-99) «Kupwon Ttou Kwdika
AloiknTikAg Aladikaaoiag Kal AAAEG DIATAGEIG, OTTWG IOXUEI.

y. Tig &ata&eig tou N.3861/10 (PEK A" 112/13-07-10) «Evioxuon ng
OlaQAVEIOG ME TNV UTTOXPEWTIKI avAPTNOn VOUWV KAl TTPAZEWV TwV  KUBEPVNTIKWY,
SI0IKNTIKWY KAl auTOdIOIKNTIKWY opyavwy oTo d1adiktuo “Mpdypapua Alauyeia” Kal AAAES
OIaTALEIG», OTTWG I0XUEL.

6. Tig diotageig tou N.3871/10 (PEK A 141/17-08-10) «AnuocIovouIKn
Alaxeipion kar EuBuvny, 0TTwg I0XUEL.

€. Tig diarageig tou N.4013/11 (PEK A" 204/15-09-11) «ZuoTtaon eviaiag
Avetaptntng Apxng Anuociwv ZupBdoewv kal Kevipikou HAekTpovikou MnTpwou Anuoaciwv
2UMBACEWVY, OTTWG IOXUEL.

o1. Tig diatageig Tou N.4152/13 (PEK A 107/09-05-13) «Emeiyovia Métpa
Egpappoynig Twv Nopwv 4046/12, 4093/12 kan 4127/13» kai €IDIKOTEPA ETTi TNG TTAPAYPAPOU
Z «[lMpooapuoyn ™G EAANVIKAG NouoBeoiag otnv odnyia 2011/7 g 16ng deBpouapiou
2011 yia TNV KATatmoA£uNonN TwV KABUOTEPAOEWYV OTIG ENTTOPIKEG CUVOAAQYEGY, OTTWG IOXUEL.

¢. Tic datageic Tou N. 4172/2013 (PEK 1.A° 167/23-07-13) «Dopoloyia
gloodnuartog, etreiyovia péTpa e@appoyns tou N.4046/2012, tou N.4093/2012 kai TOU
N.4127/2013 kal GAAeG DIATALEIG», OTTWG TPOTTOTTOINBONKE KAl IOXUEI.
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n. Tig dwatageic Tou N.4270/14 «ApxEG ONPOCIOVOUIKNAG dlaxeEipiong  Kal
eTroTrTEiag (evowpudtwaon g odnyiag 2011/85/EE) - Anpoaio AoyioTikd Kal AANEG BIOTAEEIGY,
OTTWG 1I0XUEL.

8. Tig diatageig Tou N.4412/16 (PEK A" 147/08-08-16) «Anudoieg Suppaoeig
‘Epywv, [MpopnBeiwv kai Ymnpeoiwyv (mmpooappoyr) oTig Odnyieg 2014/24/EE  kai
2014/25/EE», 6TTwg 10X UEL.

I.  Tig diard&eic Tou dapBpou 47 Tou N.4472/17 (PEK A" 74) Trepi
«2ZUVTOEI000TIKEG dlaTALEIG Anpooiou Kal Tpotrotroinon dlatagewv Tou N.4387/16, pétpa
EQPAPMOYNAS TWV dNUOCIOVOUIKWY OTOXWV KOl PETAPPUBUIcEWY, PETPA KOIVWVIKAG OTAPIENS
Kal epyaciokég puBuioelg, MeootrpdBeopo MAaiolio Anuooiovouikig Z1patnyikig 2018-21 kai
AOITTEC BIATAEEIC.

1a. Tig diatageic Tou M.A. 80/16 «AvAAnyn UTTOXPEWOEWYV OTTO TOUG BIATAKTECY
KaBwg Kkai TIG odnyieg opBrg e@apuoyng Tou Bacel Tou utr ap. Tpwrt. 2/1000018/0026/30-
12-16 eyypdagou Tou YTtroupyeiou OIKOVOUIKWY, OTTWGS IOXUEI.

IB. Tnv ut apiBu. ®.800/133/134893/19-11-2007 Amoégaon YEOA (PEK B’
2300/03-12-07) «Mepi Metapifaong Oikovoulkng Egouciag oe Keviplkad kai epipepeiakd
Opyava 1ng Aloiknong Twv EvotrAwyv Auvépewyv kal o€ MNpoioTauévous Twv YTINPECIWY TTOU
eCaptwvTal atrd AUTEG», OTTWG IOXUEI.

ly. Tnv utm’ apiBy. M1/2380/18 Aek 2012 Amdégaon yia tn «PuBuion Twv
€I0IKOTEPWYV BeudTwy Asitoupyiag kai diaxeipiong tou Kevrpikou HAekTpovikou Mnrtpuwou
Anpooiwv  Zuppdocecwv Tou YToupyeiou AVATITUENG, AVTayWVIOTIKOTNTAG, YTTOOO0NWY,
METAPOPWYV Kal AIKTUWVY.

0. Tnv umm apiBu. 15143 Amdé@aon Tou YTtroupyeiou Oikovouikwy (PEK B’
3335/11-12-14) Trepi «KaBopiopydg TOU  TPOTTOU  UTTOAOYIOWOU, TnG  dladikaciag
TTAPOKPATNONG Kal ammoédoong TnG Kpdtnong umép EAAAHLY, kabwg Kal Twv AoITTwv
AETTTOPEPEILV EQAPUOYNGS TNG TTapaypdgou 3, dpbpou 4 Tou N.4013/11 (PEK A" 204) 6TTwg
IOXUEI.

€.  Tnv utr” apiBu. 158/2016/25-10-16 (PEK B 3698/16-11-16) ATropaong Tng
EAAAHZY Trepi «Eykpion Tutromroinuévou Evtutou Ytreubuvng AAAwong (TEYA) Ttou
apBpou 79 map.4 Tou N.4412/16 (PEK A" 147), yia diadikacieg ouvayng onuoaciog
oUhBaoNG KATW TWV Opiwv Twv 0dnyIwv», 6cov agopd TTap.4 dapbpou 79 N.4412/16 (PEK
A" 147).

1I0T. Tnv um’ apiBy. 1191/14-03-17 Amoégaon Twv YTtoupywv Alkalioouvng,
Alagaveiag kar AvBpwTTivwv AIKalwATwy Kal Tou AvattAnpwTr YTroupyoUu OIKOVOMIKWY TTEPI
«KaBopiopyou TOU XpOVou, TPOTTOU UTToAOyIoPOU Tng diadikaoiag TTapakpdTnong Kai
ammodoong TnG kKpdartnong 0,06% utrép TG Apxnig E&étaong lMpodikaoTikwy Npooeuywyv
(A.E.T.TN.), KaBwg¢ Kal TwV AOITTWV AETTTOPEPEILV EQAPUOYNS TNG TTap. 3 apBpou 350 TOU
N.4412/16 (PEK A" 147).

I. Tnv umm aplBu. 57654/22-05-17 (PEK B" 1781/23-05-17) Amoégpacn Tou
YTtroupyoU Oikovopiag kai Trepi «PUBuIon €181koTEPpWV BepdTwy Asitoupyiag kar diaxeipiong
Tou KevtpikoU HAekTpovikou MnTtpwou Anuociwv Zuppdoewv (KHMAHZ) tou YTroupyeiou
Oikovopiag kar AvaTrTugng.

In.  Tig KATwOI aTToPATEIG:
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(1)  Tnv ut apiBu. ®.800/133/134893/19-11-07 Amdépaon YOEOA (PEK
B"2300/03-12-07) «[Mepi petaBifaong Oikovouikng E¢ouciag oe Kevipikd kal Mepipepeiakd
opyava Tn¢ Aloiknong Twv EvommAwyv Auvapewv kai o€ MNpoioTapévous Twv YTINPESIWY TTOU
eCapTWVTAl OTTO AUTEGY, OTTWG auTh €xel TpoTroTroindei ue Tn ©.800/88/131798/ £.2063/25-
07-08 Atrogaon (PEK 1753/B).

(2) Tnv ut apiBu. ©.800/268/136428/%.2628/06-09-16/TAOZY/AOI, pe TNV
oTToia TTaPACXEBNKavV 0dnyieg avagopikd pe Ta kupldtepa onueia Tou N.4412/16 diadikaciwyv
ouvayng CUNPBACEWY TTPOPNBEIWV KAl TTAPOXNG UTTNPECIWV.

(3) Tnv uTr’ ap1op. @.831/3332/23517/%.5420/27-12-16/251T'NA/
AOY/MPOM atmégaon (AAA:60MMZ6-PKO), pe Tnv oTroia ouykpoTRBnKe TPIMEAAG ETTITPOTTN
EVOTACEWYV TWV TTPOXEIPWY (CUVOTITIKWYV) MEIOBOTIKWY dlaywviopwy Tou 251 NA.

(4) Tnv ut apiBu. ©.831/6051/Z.1453/15-6-17/TEA/AG/4B, pe Tnv oTTOIO
TTapaox£EONKav odnyieg ava@opika HE TIG dIaywVIOTIKEG DIadIKATIEG aTTeUBEiag avaBeong Kal
OUVOTITIKWV BI1adIKACIWY TTPONNBEIWV un OTPATIWTIKOU £EOTTAICUOU.

(5) Tnv um apiBu. @.831/2440/17803/2.3829/26-09-17/251TNA/AQY/
MPOM amoégpaon (AAA:6IPI6-HE6P), pe Tnv otroia OUYKPOTHONKE TPIMEANG ETTITPOTIN
gviauaiou BnTeiag dIEVEPYEIAG TWV CUVOTITIKWYV HEIOSOTIKWY dlaywviopwy, Twv MNMEE kal Twv
call off Tou 251I'NA o€ avtikatdoTtacon Tng opioBeicag pe TN ©.831/3332/23517/%.5420/27-
12-16/251 TNA/AQOY/TIPOM amégpaon (AAA:60MMZ6-PKO) emITpOTIAG.

18.  Tnv utr apiBu. 6286/08-08-17 EvtoAr Ayopdg TG Moipag E@odiacuou kai
10 UTT” apIBP. 17REQ001806881 MpwTtoyevég AiTnUa HECW TNG TTAATQOPUAG Tou KevTpikou
HAekTpovikou Mntpwou Anuociwv ZupBdocwyv (KHMAHZ) yia Tnv TTpounBeia avTiKEIuEVoU
Béparog.

K. Tnv ut apiBu. 34/11-09-17 Amréeaon AvaAnwng YTtroxpéwong (AAY) Tou
251 'NA pe Tnv otroia deOueUTNKE TTIOTWON TTOGOU RdOMNVTA TPIWV XIAIAdWYV TETPAKOTIWV
e€AvVTa evog eupw kKal gpdouAvTa Tévie Aemmtwyv  (73.461,75 €) oe BApog Aoyapiacuou
“Aeopeupéveg YTToxpewaoelg atmd Eiorpdageic Noookopelakng MepiBaAywng” yia Tnv TANpwn
TNG datrdvng TTpounBeiag avTikelnévou BEpaTog (AAA: 7TKOO6-IOAN).

ka. To um apiBy. 17REQ001936293 Eykekpigévo Aitnua  péow NG
TTAaT@OpPag Tou KevipikoUu HAekTpovikou Mntpwou Anpociwv Zuppdocewv (KHMAHZ) yia
TNV TTPOPNBEIa avTIKEIUEVOU BEPATOG.

KB. Tnv (a) OXETIKN, ME TV OTTOIA TTPOKNPUXONKE O UTT apiBu. 64/17 ZUVOTITIKOG
Mel0dOoTIKOG AlayWwVIOUOG AVTIKEIMEVOU BEUATOG.

Ky. Tn (B) oxemkni €évoTtaon Tou KaTatédnke amd tnv etaipeia “SIEMENS
HEALTHCARE A.B.E.E.” katd tng Ol0KApUENG TOU CUVOTITIKOU OIaYyWVICUOU QVTIKEIMEVOU
Béparoc.

KO. Tn (Y) OXETIKr ATTOQACN PE TNV OTTOIA EYKPIBNKE N JETABEDN TNG NUEPOUNVIAG
OIEVEPYEIOG TOU UTTOWN CUVOTITIKOU dIaywVIOUOU YIa XPoVIKO dIaoTnua OeKaESl (16) nueEpWV
TTEPITTOU TTPOKEINEVOU €EETOOTEN KAl An@Bei atrdpacn €1 TG KaTtatebeioag EvoTaong armo
TNV apuoédia ETITPOTTA.

KE. Tnv (€) OXETIKA aTTOPOCN PE TNV OTTOIA €£YIVE ATTOOEKTO TO () OUOIO TTPAKTIKO

TNG ETMTPOTTIAG EVOTACEWY Kal EYKPIONKE:
a. H amodoxny Tng évotaong g etaipeiag “SIEMENS HEALTHCARE
A.B.E.E.” w¢ 1TpO¢ TO TUTTIKO TNG dIadIKATIAG, N v JEPEI ATTOO0X AUTHG ETTi TOUG OUCIAG VIO
TOUG AGYOUG TTOU ava@EPOVTAl QVAAUTIKA avda TTEPITITWON oTnv TTap. 4 Tou () OXETIKOU
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TTPAKTIKOU TNG ETTITPOTTAG EVOTACEWY Kal N aTTOPPIYN TNG YIa Toug AOYyOoug TTOU avagépovTal
AvoAUTIKG avd TTEpITTTwon oTnV TTap 5 Tou (8) OXETIKOU TTPAKTIKOU TNG ETTITPOTTAG EVOTACEWV.

B. H €ékdoon amdépaong yia OpICPO vEAC nuepounviag OIEVEPYEIQS TOU
UTTOWN CUVOTITIKOU OIAYWVICHOU PE TPOTTOTTOINON TwV OpWV auToU.

KOT. To (OT) OXETIKO UTTOUVNUA UE TO OTTOI0 0€ OUVEXEIQ TOU (8) OPOIOU TTPAKTIKOU
TNG ETTITPOTING EVOTACEWYV KaI TNG ATTOQACNG £TTi TNG KaTateBeioag évoTtaong Tng “SIEMENS
HEALTHCARE A.B.E.E.” n ctaipeia avagépel 611 o avaAlutic BN ProSpec System Tou
upioTaTal w¢ TTPOIOV ouvodoU avaAuTh Kal OI0BETel YETAEU AAAWV WG XAPOKTNPIOTIKO
wuxouevo xwpo ouvtnpnong (Refrigerated onboard storage of controls and reagents), d¢
O108£Tel TOUAGXIoTOV Tpia (3) atTd Ta {NTOUMEVA XAPAKTNPIOTIKA TNG TEXVIKNAG TTPOdIAYPAPAS
ME aTTOTEAECUA VO ATTOKAEIETAI N ETAIPEIQ ATTO TN CUPMPETOXN OTOV £V BEuaT dlaywvIoUO.

K(. To (C) oxeTikd pe 1O otroio 10 AvoooAoyikd Turua Tou NOOOKOMEIOU KATOTTIV
€€€TOONG TOU UTTOPVAMNOTOG TNG ETAIPEIAG CUPQWVEI hJE TRV aTTdoUPCN Tou 6pou “YUXOUEVOGS
XWPOS” WG ATTaiTNON TWV TEXVIKWYV TTPOdIAYPAPUV.

ANODAZIZOYME

2. Eykpivoupye 1OV KOBOPIONO TNG nuepounviag OIEVEPYEIAS TOU ZUVOTITIKOU
MeiodoTikoU Alaywviopou utr apiby. 64/17 yia Tnv MNMpounRbeia AvtidpacTtnpiwv Pe Zuvodo
E¢ommAiopo yia tnv Alevépyeia Egetaoewv yia tnv KaAuwn Avaykwv Tou AvoooAoyikou
EpyaoTtnpiou 251'NA, pe TpOTTOTTOINCON Twv OpwV autoU, cUUPwva HE TO dApBpo 121
“MpoBeopieg diadikaoiwv cuvayng dnuUociwv cUPPACEWV KATW Twv opiwv” Tou N.4412/16,
WG KATWTEPW:

a. Q¢ nuepounvia dievépyeiag Tou dlaywviouou opidetal n 23n NoguBpiou
2017 nuépa MéptrTn Ko wpa 12.30up

B. Q¢ mpoBeopia UTTOBOAAC TWV TTPOCYOoPWY opileTal n 22n Noguppiou
2017 nuépa TerdpTtn Kot wpa 14:00 Y. .

3. Eykpivoupe TNV Tpotrottoinon tou Mapaptiuatog “I™ (Texvikég Mpodiaypa@Eg) TnG
(a) oxemikAg dlaknpuéng Tou ZuvomrTikoU MeiodoTikou Alaywviopou utr apiBu. 64/17,
oupewva pe Ta dloAaupavoueva oTo () GPOIO TTPAKTIKO, OTNV (€) OXETIKA aTTO®Ach KOBWS
Kal ota (oT) Kai (€) 6hoIa, WG KATWTEPW:

a. H Ttapdypapog 4.2 “Quoikd XapaKTnPIOTIKA” KAl OUYKEKPIPEVA TA
XOPaKTNPIOTIKA 4.2.1.2 kai 4.2.1.6 diapopwvovTal we £EAG:

421.2 “Ta avridpacTrpia oTNV_TTASIOWN®IA TOUG va E€ival €Tolua

TTPOG XPAoN.

4.2.1.6 “OMNa 1o avTidpacTrpla KaBWS Kal ol opoi BaBuovounong
(calibrators) kai eAéyxou (controls) arnv mAsiowneia roug va givail ETOINA, XWPEIG VA ATTAITEITAI
TTpoBEépuavaon r avacuoTaon Toug. ”

B. O1 kK&TwO1 eTTi HEPOUC ATTAITACEIC TNG TTapaypdPou 4.2.2 TTou aPopouv
07O OUVOdO aVAAUTH!

(1) O 6pog “Na ekreAei mpayuatikd éAsyxo mepiocoeias aviiyovou
ToUAGyioTov yia TiS BaoikéS e€eTdoeis Twv avooooaipivwy (IgA,IgG,IgM) yia tn diacpdaAion
TWV TTAPEXOUEVWY aTroTEAEOUATWY. O EAgYXOC TNC TTELICTEIAS avTIyOvou va Yiveral aTo TEAOC
NS avridpaong yia tnv mAnpn e€aoceaiion tng aloTmmioTiag Twv LUETPNOEWV (va TTEPIYPAPEI N
HEBOOOC Kal o1 TTPOS EAcyx0 €EeTATEIC).” DIANOPPWVETAI WG €EAC “Na ekTeAel TTpayuaTiko
EAeyxo mepiooegiag avriydvou TouAdyiaTov yia TIC BACIKEC €EETATEIC TwWV AVOTOOPAIPIVWV
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(IgA,IgG,IgM) yia 1n diaocpdAion Twv mmapexouevwy amoreAsoudrwy. Na mepiypagei n
HEBOOOC TOU eAéyxou TG mepiooeiag aviiyovou yia tnv mAnpn éacedAion tng aélomoriac
TWV UETPNOEWV Kal OI TTPOS EAyx0 eE€TAOEIS.

(2) O o6poc “Na diabérer  WuxoOuevo  XWPO  ouvinpEnong
avridpaotnpiwv. Ta xpnoiuotrrolouueva avridpaaoTnpia va gival uypd kai EToiua mpog XpHon
Kal va unv amaitouv  avaocuoraon.” olauopewverar ws £N1S “Ta  xpnoiuorrolouueva
avridpacTnpia va_gival arnv_mmAsiowneia 1oug uypda Kai EToiua TTPOS XPNnon Kai va unv
arrairouv avaocuortaocn.”

(3) O 6po¢ “Na oiabétel TANpeg mpPoypauua ypauuwTou Kwoika (bar
code) yia tnv mapakoAoubnon Twv XPNOILOTTOIOUUEVWY avTIOPATTNPIWY (UTTOAEITTOUEVOS
apiBudoc eéetaocewy, Tmaptides, Ofoeic, karaoracon calibration, controls), kabw¢ kar Twv
ociyuarwv kai Twv LBaBuovountwv.” dlaypd@ETal n éKQpPaAcn  “UToA&immouevos apiBuoc
eéeTaoewv’.

(4)  Aaypagetal n TpoORAewn “Na ekteAei BaBuovounon evog anuegiou
yia eE0IKOVOLINCN XPOVOU Kal avTiOpacTnpiwv.

Y. MpooTiBetan  TMapdypagog  “Na mpoo@epBoUV  UTTOXPEWTIKWS  Ta
arrapaitnTa UAIKG yia tnv ekTéAeon 0Awv Twv {ntouuevwy e€etdocwy. Aisukpivileral Ot OTIC
TTPOOQPEPOUEVES TIUES TWV QVTIOPACTNPIWYV CUUTTEPIAQUBAVETal TO KOOTOC OAwv Twv
arrapaitntwyv UAIKwv (avridpaoTtipia Babuovounons KAT) yia 1nv eKTEAEOn OAwv Twv
{nrouuevwy g€eT@OEWV.”

4. Kard T1a Aoimmd, n (a) oxemkn OlokApuén Tou 2ZuvoTrimikoUu MeiodoTikou
AlaywviouoU uTr apiBu. 64/17, 10XUEl WG EXEL.

5. HTmapouoa amégacn ouvTovioTnke e 1n ATE/AvocoAoyiké EpyacThpio.

Tagxog (YI) Avtwviog Kotoipdkng
AkTNG 251TNA
AkpIBEG Avtiypago

Nik. BouAyapng
M.Y ue A’ BaBuo
Tuxng Kevtp. Npapuateiog 251 TNA
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